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K CBEAEHUIO ABTOPOB!
[Ipu HampaBIeHUY CTAaTbH B PEAAKITHIO HEOOXOINMO COOITIOATh CISAYIONINE TIPABHIIA;

1. CraTps 1oyKHA OBITH MPECTABICHA B IBYX DK3EMILISIPAX, HA PYCCKOM MJIM aHTIIUHCKOM SI3bI-
Kax, HarleyaTaHHas yepe3 MoJITopa HHTepBaJjia Ha OHOIl CTOPOHE CTAHIAPTHOIO JIUCTA ¢ INMPHHOI
JIEBOTO NOJIsI B TPHM caHTHMeTpa. Mcnonb3yemblil KOMIIBIOTEPHBIH WPUQT U1 TEKCTa Ha PYCCKOM U
anruiickoM sizpikax - Times New Roman (Kupuaauima), Ui TekcTa Ha TPY3UHCKOM SI3BIKE CIIETyeT
ucnoip3oBath AcadNusx. Pasmep mpudra - 12. K pykornrcu, HaneyaraHHOW Ha KOMITBIOTEPE, JTOJDKEH
o51Th IprTO’keH CD co crarbeit.

2. Pa3mep craTbu 10TKEH OBITH HE MEHEE IECSTH 1 He OoJiee 1BaALaTH CTPaHUI] MAIIHOIINCH,
BKJIIOUAsl yKa3arellb JINTepaTypsl U Pe3loMe Ha aHIJIMIICKOM, PYCCKOM U IPY3HHCKOM SI3bIKaX.

3. B crarbe 10KHBI OBITH OCBEIIEHBI AKTYyaIbHOCTh JJAHHOTO MaTepHalla, METO/IbI U Pe3YIIbTaThI
UCCIIeIOBaHUS U MX 00CYKACHHE.

[Ipu npencTaBIeHNN B IIeYaTh HAYYHBIX SKCIIEPUMEHTAIBHBIX PA0OT aBTOPHI JOJIKHBI YKa3bIBATH
BHUJl U KOJIMYECTBO IKCIEPUMEHTANBHBIX KUBOTHBIX, IPUMEHSBIIHECS METOABl 00e3001MBaHUs U
YCBIMICHHUS (B XOJ€ OCTPBIX OIBITOB).

4. K crarbe JOIKHBI OBITH IPUIIOKEHBI KpaTKoe (Ha MOJICTPAaHUIIbI) Pe3OMe Ha aHIIIMICKOM,
PYCCKOM M I'PY3HHCKOM $I3bIKax (BK/IIOYAIOLIEE CIEIYIOLINE pa3aesbl: Lieb UCCIeI0BaHNs, MaTepHua U
METO/IBI, PE3YJILTAThI M 3aKIFOUSHHE) U CIIUCOK KITtoueBbIX ciioB (key words).

5. Tabnuupl HEOOXOIUMO NPECTABIATE B Ie4aTHOM hopme. DoTokonuu He TpuHUMaroTcs. Bee
nu¢poBbie, HTOTOBbIE H NPOLEHTHbIE JaHHbIE B Ta0JIMIaX J0JIKHbI COOTBETCTBOBATH TAKOBBIM B
TeKcTe cTaThbU. Tabiuibl U rpaduKu TOTKHBI OBITH 03aryIaBICHBI.

6. dotorpadun AOIKHBI OBITH KOHTPACTHBIMHU, (DOTOKOIHMHU C PEHTTEHOTPAMM - B HO3UTUBHOM
n300paxeHnH. PUCYyHKH, YepTeKU U IuarpaMmbl CIeLyeT 03arIaBUTh, IPOHYMEPOBATh U BCTABUTH B
COOTBeTCTBYIOIIEe MecTo TekcTa B tiff hopmare.

B noanucsix k MukpogotorpagusaM cieayeT yKa3bBaTh CTEIICHb YBEIMUCHHUS YePEe3 OKYISP HITH
00BEKTUB U METOJ] OKPACKU WJIM UMIPETHALIUH CPE30B.

7. ®aMUIIUU OTEYECTBEHHBIX aBTOPOB MIPUBOJATCS B OPUTHHAIBHON TPAHCKPUIILINH.

8. I[Ipu opopmnennn u HarpaBneHun crtared B kypHanm MHI nmpocum aBTOpOB cobmronars
NpaBuIIa, U3JI0KEHHBIE B « EMUHBIX TpeOOBaHUSAX K PYKOMHUCSM, IPEACTABISIEMBIM B ONOMEIUIIMHCKHUE
JKYpHAJIbD», TPUHATHIX MeXKIyHapOAHBIM KOMHUTETOM PEIaKTOPOB MEAMLMHCKUX JKYpPHAJIOB -
http://www.spinesurgery.ru/files/publish.pdf u http://www.nlm.nih.gov/bsd/uniform_requirements.html
B koHIe Kax /101 OPUTHHATIBHOM CTaThU MPUBOIUTCS OMOIHOrpadguyeckuii cucok. B cnmncok nurepa-
TYPBI BKJIFOYAIOTCSl BCE MaTepHalibl, HA KOTOPbIE UMEIOTCS CChUIKU B TeKcTe. CIHCOK COCTaBIsIeTCs B
andaBUTHOM MOpsAKEe U HymMepyeTcs. JIutepaTypHblii HCTOYHMK IPUBOAUTCS Ha sI3bIKE OpUrMHana. B
CIMCKE JINTEPATyPhl CHavYajIa MPUBOIATCS PaOOThI, HAIMCAHHBIE 3HAKAMU TPY3MHCKOTO anaBuTa, 3aTeM
KApuuien u naruauned. CChUIKM Ha IUTHUPYEMble pabOThl B TEKCTE CTATbH JAIOTCS B KBaIPaTHBIX
CKOOKax B BU/I€ HOMEPA, COOTBETCTBYIOLIETO HOMEPY JaHHOH pabOoThI B CIIMCKE TUTEPaTypbl. bonbmmh-
CTBO IIUTHPOBAHHBIX UCTOYHUKOB JOJKHBI OBITH 32 IMOCTETHNUE 5-7 JIET.

9. ns momydeHus MpaBa Ha MyONHMKALMIO CTaThs TOJDKHA MMETh OT PYKOBOIUTENSI pabOTHI
WIN YUPEXKJICHUS BU3Y U CONPOBOIUTEIBHOE OTHOILICHHUE, HAIMCAHHBIC WJIM HAlledaTaHHbIC Ha OJIaHKe
Y 3aBE€PEHHBIE MOJIHCHIO U NIEYaThIO.

10. B koHIe cTaThU NOJKHBI OBITH MOAMHCH BCEX aBTOPOB, MOJHOCTBIO MPUBEACHBI UX
(amuIMM, UIMEHAa U OTYECTBA, YKa3aHbl CIIy>KeOHBIH M JOMAIIHUI HOMEpa TeJIe(OHOB U agpeca MM
uHble KoopAuHaThl. KonmuuecTBo aBTOPOB (COABTOPOB) HE TOJHKHO MPEBBIIIATE IISITH YEJIOBEK.

11. Penakuus ocraBisieT 3a cOO0 MpaBo COKpallaTh U UCHPaBIATh cTarbi. Koppekrypa aBropam
HE BbICBUIAETCS, BCS paboTa U CBEpKa MIPOBOAUTCS 110 aBTOPCKOMY OPHTHHAILY.

12. HenomycTuMO HarpaBiieHHE B pefaklMIo padoT, MPeICTaBICHHBIX K MeYaTH B MHBIX
M3/1aTeIbCTBAX WIIM OMYOJIMKOBAHHBIX B APYTHX M3IAHUSX.

Hpﬂ HApyHI€HUU YKa3aHHbIX IPaBUJI CTATbU HE paCCMaTPUBAIOTCH.




Please note, materials submitted to the Editorial Office Staff are supposed to meet the following requirements:

1. Articles must be provided with a double copy, in English or Russian languages and typed or compu-
ter-printed on a single side of standard typing paper, with the left margin of 3 centimeters width, and 1.5 spacing
between the lines, typeface - Times New Roman (Cyrillic), print size - 12 (referring to Georgian and Russian
materials). With computer-printed texts please enclose a CD carrying the same file titled with Latin symbols.

2. Size of the article, including index and resume in English, Russian and Georgian languages must
be at least 10 pages and not exceed the limit of 20 pages of typed or computer-printed text.

3. Submitted material must include a coverage of a topical subject, research methods, results,
and review.

Authors of the scientific-research works must indicate the number of experimental biological spe-
cies drawn in, list the employed methods of anesthetization and soporific means used during acute tests.

4. Articles must have a short (half page) abstract in English, Russian and Georgian (including the
following sections: aim of study, material and methods, results and conclusions) and a list of key words.

5. Tables must be presented in an original typed or computer-printed form, instead of a photocopied
version. Numbers, totals, percentile data on the tables must coincide with those in the texts of the
articles. Tables and graphs must be headed.

6. Photographs are required to be contrasted and must be submitted with doubles. Please number
each photograph with a pencil on its back, indicate author’s name, title of the article (short version), and
mark out its top and bottom parts. Drawings must be accurate, drafts and diagrams drawn in Indian ink
(or black ink). Photocopies of the X-ray photographs must be presented in a positive image in tiff format.

Accurately numbered subtitles for each illustration must be listed on a separate sheet of paper. In
the subtitles for the microphotographs please indicate the ocular and objective lens magnification power,
method of coloring or impregnation of the microscopic sections (preparations).

7. Please indicate last names, first and middle initials of the native authors, present names and initials
of the foreign authors in the transcription of the original language, enclose in parenthesis corresponding
number under which the author is listed in the reference materials.

8. Please follow guidance offered to authors by The International Committee of Medical Journal
Editors guidance in its Uniform Requirements for Manuscripts Submitted to Biomedical Journals publica-
tion available online at: http://www.nlm.nih.gov/bsd/uniform_requirements.html
http://www.icmje.org/urm_full.pdf
In GMN style for each work cited in the text, a bibliographic reference is given, and this is located at the end
of the article under the title “References”. All references cited in the text must be listed. The list of refer-
ences should be arranged alphabetically and then numbered. References are numbered in the text [numbers
in square brackets] and in the reference list and numbers are repeated throughout the text as needed. The
bibliographic description is given in the language of publication (citations in Georgian script are followed
by Cyrillic and Latin).

9. To obtain the rights of publication articles must be accompanied by a visa from the project in-
structor or the establishment, where the work has been performed, and a reference letter, both written or
typed on a special signed form, certified by a stamp or a seal.

10. Articles must be signed by all of the authors at the end, and they must be provided with a list of full
names, office and home phone numbers and addresses or other non-office locations where the authors could be
reached. The number of the authors (co-authors) must not exceed the limit of 5 people.

11. Editorial Staff reserves the rights to cut down in size and correct the articles. Proof-sheets are
not sent out to the authors. The entire editorial and collation work is performed according to the author’s
original text.

12. Sending in the works that have already been assigned to the press by other Editorial Staffs or
have been printed by other publishers is not permissible.

Articles that Fail to Meet the Aforementioned
Requirements are not Assigned to be Reviewed.
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YAYULICHUE Ka4yeCTBa JKU3HU IMALIMCHTOB, KOTOpass OCHOBaHa
Ha KOMIUIEKCE MEP COLUAIbHO-3KOHOMUYECKOTO, NTPaBOBOTO U
MEMKO-OpraHn3allnoHHOro Xapakrepa. Co3faHa U coBepIIEH-
CTBYETCs 3aKOHOZIaTeNIbHAs 1 HOPMaTHBHAs 6a3a, BKIIOYAroNias
PSAA 3aKOHOB, IOCTAHOBJICHUI, NMPHUKA30B, CTAHIAPTOB MUHHU-
CTEPCTB U BEAOMCTB. HeCMOTpﬂ Ha BBIIICU3JIOKECHHOEC, ITPAKTU-
Ka ynpasJICHUS U KOHTPOJIA 34 MEAUIITMHCKUMU OLL[I/I6K8.MI/I, KakK
OZIHOTO M3 MEXaHM3MOB MEIUIMHCKON 0e30M1acHOCTH, HEJ0CTa-
TOYHO U3yYCHA.

Takum 00pa3om, Bce BBILICHOCTABICHHBIC BOIPOCHI COXPAHSI-
I0T CBOIO aKTyaJIbHOCTb B LIEJIOM JUIsI MUPOBON MEIUIIMHCKOH
IIPAKTUKU U UHULUHUPYIOT UCCIICAOBAHUA B MEXAUCHUIINHAPD-
HOM I10JI€ MEAMLIMHCKUX HAYK U IOPUCIIPYACHLINH.

G9boygdy

30935 9bBmds s LodgwoEobm YgEomdgdol ds@mgs
(dodmbogngs)

'0.(30296953 9200, 2b.2@ 9T 3035, 9. LodsBmgs,
300930309085, “b.bolidgdmgs

LU L, bgdgol bsdgwoiobm  9boggdlodgdo™s 2gsbe-
bgmol bsdgooiobm 9bogg@lodg@o ,,Lbobmysomgd@ogo
% obEs330lL gIomeglio bgmas™, sads@o; bl ,,b.o. ob-
39bpos®mgols Lob. gobobgmol gemgbyao Lsdgwoiobem
960890L0@ 9B 0%, sgdsB o, gsbsbgmols Mglisdygdao s

Lodgo0bm dgirmdgdo bsdgooobm d9dsz0l 3Mmeg-
Logano bogddosbmdols aomwaggomo bosfogos: obobo s@-
bgdmds, sOlgdmdl ©s 00Mlgogdl, dmamao @gdbmanem-
30900 0939003 oG 9bos oobgdaml dgwoz0bsTo.
Fangdol gobdsganmdsdo 9dlb3g@@Bgdo s@os@gdgb, @md Ls-
39000(306m Fg30m3g50 sOLYIMIL s Lobmpopmgds 3md-

MEJIMIJUHCKHUE HOBOCTHU I'PY3UU
LSIS@HOZIRM LSFIRNGO6(M LOSLLI6()

30mm3dolby dool. dop@od domo MomEgbmdols dgdiodgdols
bg@gogno Ggoea@o dobobos, Gmdgeoi dmombmgl 9603-
36ge0mgob dogrolibdggsl, @mama LadgwoiEobm Labemye-
©mgdol, obg Lodmog®mdm 9fygdgdols db@owsb, GmIang-
03 3obgbolidagdgabo sM0sb Jgggbol xobroigsby.

dodmbogrgols  Bobobl  [o@Bmopygbl 03 Iydenoge-
(30900l sbogrobo, MMmIganoi gdwgbgds ysbosbgmbs w©s
bmaogmn gabem Jggysbsdo Lsdgwozobm dgEomdgdols
m@aobobgdols s doMmmgol dgmmegdols s3gsdobogano
dgmdo@gmdol gl§ogansh.

3o0bs@obs 0byaolig® s AYLygm gbgdby Legwo
H9JLHOL 3gdaogeogdo, MM gdoi gdwgbgds Lsdgwo-
3060 gamdgdol gogd3gergdol s ds@mgols gb§og-
@l gobobgmdo s ol Godmpaagdls godgm.

0@ 905390l Imbo399900L 05bsbdswd0dwobo®gmdls
>JBog®o bodgooobm ©s bmEosayg®o 3mao@ogs, Gem-
dgemoi dJobbow olbobogl Lodgwoobm glog@mbmgdols
mG20b0bgdol s 3530963900l 3bmgmgdols badolbol
3099xmdglgosl s  gdgsmgds  LmEosgy@-g30mbmdo-
3960, 0g@oogaro s bodgo-30bm-m@asbobszoygao
balosmol @mmbolidogdoms 3mddargll. dg0ddbs s ob-
397905 Logobmbdpgomm ©s bm@ds@ogeo ho@bm, G-
dgenoi Imoiogl LodobolB®mmgdobs s 4§ y9d9d0L dogd
domgd g Jngen @op 3obmbgol,aobzomynargdgdls, d@ds-
69090L o LASbps®FoL.

>0b0dbygeol Jogbgosegsw, Lodgwozobm dgaomdgdol,
Amam® ;3 bodgo3obm gleg@mnbmgdol gom-ghmo dgs-
60bdol dodmgols o JWbA@MEol 3Ms]Bogs oMo
o0 oMol gL Fogemogmo.

29050, mommgogo bligbgdygmo Lsgombo obs@hy-
690L 8B gomdols dmaosbo Ibmgmom Lsdgwoiobm
305]Bogobmgol s dJmombmgl 3gegggool ho@omgdsl
bsdgo0bm 393609 gdems s 0g@olidmywgbiools 0b-
H9Ool03mobsd e bgg@Hhmdo.

COMPULSORY LICENSING IN CONTEXT OF THE COVID-19 PANDEMIC
AS ATOOL FOR ENSURING THE BALANCE
BETWEEN RIGHTS-HOLDERS’ AND SOCIETY’S INTERESTS

Chepys O.

Uzhhorod National University, Ukraine

One of inalienable and immutable rights of each person is the
right to health care. Everyone’s right to medical care, which is
necessary in order to maintain the well-being of a person and
his/her family, is enshrined in Article 25 of the United Nations
Universal Declaration of Human Rights [5].

It should be emphasized that Article 12 of the International
Covenant on Economic, Social and Cultural Rights, adopted by
the UN General Assembly on December 16, 1966, states that
the countries being parties to the covenant, recognize everyone’s
right to the enjoyment of the highest attainable standard of phys-
ical and mental health [8].

The outbreak of the Covid-19 pandemic has led to a number
of challenges that have to be rapidly addressed. One of such
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tasks is to prevent the situation when society’s need for medi-
cines remains unmet due to patent restrictions. Indeed, it is well
known that patent rights are one of the most important factors
determining high prices of medicines. Therefore, solving the is-
sue of ensuring society’s interests in terms of access to medi-
cines in Ukraine as well as around the world, is urgent. Since
access to medicines is in many cases a prerequisite for the re-
alization of the right to health, respectively, the interests of the
owners of the medicines patents and patients’s interests must be
carefully balanced. This is especially important when it comes
to situations in which diseases threaten the security of the coun-
try in general, taking the lives of thousands of citizens [6]. How-
ever, in Ukraine we face an imbalance between manufacturers’
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interests and the ones of patients, as well as the interests of the
state as a guarantee of implementing patients’ rights of access
to medicines. According to the results of the study conducted
by Proxima Research International LLC, the amount of medi-
cines purchased in Ukraine at patients’ own expense has reached
up to 88.2%. No European country covers such low costs for
buying medicines as Ukraine does [2]. The issue of compul-
sory licensing has been studied in the works of A. Abashidze,
N. Baadzhi, O. Kashyntseva, A. Latyntsev, O. Murzyn, O. Sa-
lytska, D. Sokolov and others. Interests and their correlation,
as well as problematic aspects of the concepts of balance and
proportionality at different times have been studied in the works
of I. Berestova, S. Bratus, V. Vaipan, I. Venediktova, O. Vinnyk,
0. Vlasova, V. Gribanov, Yu. Gambarov, V. Gorbunov, Yu. Yev-
tushko, A. Kubko, O. Malko, S. Mikhailov, O. Osipov, M. Per-
shin, S. Pohrebniak, I. Pokrovskyi, A. Piankova, V. Subochev,
Yu. Tykhomyrov, O. Kharytonova, Ye. Kharytonov, V. Chirkin,
H. Shershenevich, L. Yavich et al.

This paper aims to comprehensively study the mechanism of
compulsory licensing of medicines in the context of the CO-
VID-19 pandemic, in particular: to analyze the possibility of
balancing the interests of rights-holders and society’s ones, as
well as to assess the effectiveness of compulsory licensing as
a tool for combating the abuse of patent rights (patent misuse).

The methodological basis of the conducted research in-
cludes the general methods of scientific inquiry as well as the
ones related to those which are employed in legal science: the
methods of analysis and synthesis, comparative law, formal
logic method, etcetera.

The institution of compulsory licensing is the legal mecha-
nism that allows balancing rights-holders’ interests and patients’
ones. The term «a compulsory license» at the international level
was first enshrined in the text of the Paris Convention for the
Protection of Industrial Property adopted in 1883 [10], although
compulsory licensing had been used in various regions of the
world much earlier. For example, in Great Britain — in 1623, in
the United States — in 1790, in Germany (Saxony) —in 1853 [1].
Currently the World Trade Organization (hereinafter referred to
as the WTO) plays a key role in creating the unified mechanisms
for protecting intellectual property rights. One of the main docu-
ments of the WTO in this area is the TRIPS Agreement as well
as the Doha Declaration on the TRIPS Agreement and Public
Health; the text of the Declaration particularly refers directly
to «compulsory licenses». Interestingly, paragraph 1 of Article
8 of the TRIPS Agreement states that when the member coun-
tries involved in the agreement develop or amend their laws and
regulations, they may take measures necessary to protect public
health... provided that such measures are consistent with the
provisions of this agreement [16]. It is worth noting that such
TRIPS flexible mechanisms (TRIPS Flexibilities) are consistent
with the World Health Organization’s Global Strategy on Pub-
lic Health, Innovation and Intellectual Property. This strat-
egy envisages the development of innovations and research
aimed at combating diseases which affect economic and so-
cial development of low- and middle-income countries [22].
Generally, all measures stipulated in the TRIPS Agreement
can be divided into two main categories: 1) measures aimed
at preventing abuses (they are preventive in nature); 2) mea-
sures aimed at remedying an already committed abuse. Here
belongs, in particular, compulsory licensing (Article 31 of the
TRIPS Agreement). Compulsory licenses can be issued ac-
cording to a court order or the government’s order (the gov-
ernment use or government use order) [6].

© GMN

Modern manufacturers of pharmaceutical products seek to
bring competitive innovative products to the market by means
of using priority research results and their legal protection
through patenting [14]. Today the annual global expenditure
on the provision of medicines exceeds US $ 800 billion, and
by 2024 this figure will have reached US §$ 11.8 billion [21].
The medicines market in Ukraine is also developing dynami-
cally. Ukraine is one of the largest medicines manufacturers
in Eastern Europe [3].

Manufacturers view patent rights as key corporate assets.
And companies, certainly, are attempting to receive the exclu-
sive right to use their knowledge resources for commercial pur-
poses by converting them into intellectual property. Provided
medicines are protected by a patent, generics are not allowed
on the market. Nowadays the duration of patent-granted mo-
nopoly rights to original products in Ukraine is 20 years with
the possibility of extension to 5 years. The dark side of it is that
such rights are transformed into the tools of patent raiding and
unfair suppression of competitors. The American manufacturer
of Cepheid tests is a striking example of pandemic profiteering.
In March 2020 the corporation received the emergency license
from the Food and Drug Administration (an agency which is re-
sponsible for controlling and supervising food and drug safety
and quality). This license allows using the rapid test for detect-
ing a SARS-CoV-2 coronavirus infection which gives results in
45 minutes. This testing requires the already existing devices
that are commonly used to diagnose tuberculosis, HIV and other
diseases [4]. Thus, patent infringement is quite obvious here.
However, in some cases, compulsory licensing may serve as
an impetus for a patent holder to reconsider his position. For
example, AbbVie Inc., a pharmaceutical company, owning the
rights to lopinavir / ritonavir (Kaletra trademark), which is the
anti-HIV drug that is currently being tested, inter alia, in combi-
nation with other drugs, for treating Covid-19, has made a radi-
cal decision — relinquished the patent rights to this antiretroviral
drug worldwide [20]. However, this decision was made only
after Israel issued a compulsory license for this drug on March
19, 2020.

Despite the obvious benefits to society, compulsory licensing
is often referred to as piracy and raiding, leading to the situation
that there appear poor quality generics in the market and the
country’s investment attractiveness decreases. There arises the
question of how to protect a manufacturer’s interests under com-
pulsory licensing. To carry out this task Article 31 of the TRIPS
Agreement [16] establishes a number of conditions that must be
met when issuing compulsory licenses. Such conditions include
but are not limited to the following: the use shall not be exclu-
sive, shall not be transferred, shall be allowed primarily to meet
the needs of the internal market; before a compulsory license is
issued a person has to try to negotiate a voluntary license with
the patent holder; the scope and duration of the license must
be limited to the purposes for which it was granted; the right
holder shall have the right to challenge the validity of any deci-
sion on compulsory licensing; the right holder shall be paid ad-
equate remuneration taking into account the economic value of
the authorization. There are no criteria for determining sufficient
remuneration within the framework of the TRIPS Agreement.
Thus, in order to facilitate governments and courts in terms of
calculating the level of remuneration, the World Health Organi-
zation and the United Nations Development Program (UNDP)
have developed a special document: «Remuneration Guidelines
for Non-Voluntary Use of a Patent on Medical Technologies»
[23]. In Ukraine, provided the Cabinet of Ministers of Ukraine
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issues the permission, the level of remuneration is calculated
using the Tiered Royalty Method, envisaged in «Remuneration
Guidelines for Non-Voluntary Use of a Patent on Medical Tech-
nologies» in accordance with the special formula [11]:

(VOM x 0,04 x (VOM : VOMU) x (IU : T) = MRL,

where VOM stands for the value per item of the original medi-
cine on the market of the country of origin. The value of the
original medicine on the market of the country of origin can be
determined on the basis of the data obtained from the official
information sources; VOMU stands for the value per item of
the original medicine in Ukraine (the lowest of such prices is
the officially declared price or the one according to the most
recent auction of the Ministry of Health, or the average weighted
price); IU stands for the per capita income in Ukraine according
to the International Monetary Fund; I — the per capita income
in the country of origin of the original medicine according to
the International Monetary Fund; MRL stands for the maximum
remuneration level.

Hence, the key question here is whether the enforcement of
compulsory licensing can be considered a proportional mea-
sure in the context of the COVID-19 pandemic. The Syracusa
Principles adopted by the United Nations Economic and Social
Council in 1984 stipulate that if there is a conflict between hu-
man rights and public health needs, the government may vio-
late rights if its actions are necessary to achieve legitimate goals
provided that these actions are the least intrusive and non-dis-
criminatory in terms of application [9]. On March 16, 2020 a
group of the UN human rights experts made a statement that
«emergency declarations based on the outbreak of COVID-19
should not function as a cover for repressive actions under the
guise of health protection...» [17]. In light of this any restrictions
on human rights, including patent rights, should be exercised
exclusively in accordance with the law and be proportionate to
the potential threat.

Today more and more researchers are drawing attention to the
lack of absolute exclusivity in the development of innovations.
It is not a secret that most inventions in various fields of science
and technology are created on the basis of existing knowledge,
fundamental scientific research. This can be exemplified by
Sovaldi, a widely known medication for hepatitis C treatment. It
was not developed by Gilead Sciences Corporation, which owns
a patent on it. The corporation bought the rights to the product
from a small company founded by the inventor of the medica-
tion, who, as a university employee, conducted his research at
the state’s expense [13]. In world practice, attempts have been
made to overcome this injustice: in the year 1922 there was pre-
pared a bill on scientific property in France, which proposed the
introduction of the so-called “patent on the principle” giving the
author of an invention the right to part of the profit received from
its use [12]. However, this project was never implemented.

In the current context, right holders often manage to manip-
ulate the patent rights that belong to them by using umbrella
patents, Singer and pioneer patents, as well as the so-called “ev-
ergreen patent”. The essence of the last one of these lies in the
fact that the same medicine receives several patents for various
forms of its active substance. This patent strategy allows phar-
maceutical manufacturers to have the sole right to manufacture
and sell a medicine for many years, even after the expiration of
the real patent.

We believe that the mechanism of compulsory licensing is an
effective means of combating patent infringement because:

1) it is a legally established (legal) mechanism which includes
very specific conditions for implementation;
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2) a compulsory license suspends the monopoly effect of
the patent and allows other persons to manufacture and supply
medicines;

3) the mechanism of compulsory licensing is an effective tool
that allows the state to respond to emergencies related to a public
health threat;

4) the restrictions of the patent holder’s exclusive rights in the
context of a pandemic is a necessary measure owing to which it
is possible to maintain a balance of interests of not only patent
holders and society, but also of developed countries and devel-
oping countries;

5) the possibility of applying compulsory licensing is an im-
portant factor in negotiating for lowering medicines prices with
pro-manufacturers, and the direct application of this mechanism
is an extreme measure;

6) the international practice of compulsory licensing is sup-
ported by such authoritative organizations as the World Health
Organization and the United Nations Development Programme.

The issue which still remains pressing in the context of the
spread of Covid-19 is the possibility of applying compulsory
licensing not only with respect to inventions and utility models,
but also with regard to industrial designs. Italy can be provided
as an interesting example here. In the midst of the Covid-19
epidemic, in the intensive care unit of the Brescia hospital in
northern Italy, the supplies of valves for mechanical ventilators
supporting the lives of coronavirus patients were running out.
After the manufacturer refused, the doctors and activists found
in Brescia a businessman and engineer Christian Fracassi who
agreed to print them on his 3D printer locally. He managed to
produce about 100 printed valves, and it was done for free [18].
The right holder threatened with a lawsuit. However, Article 41
of the Italian Industrial Property Code states that the right to
prohibit does not apply to acts committed for personal purposes
or for non-commercial purposes. And in this case we unequivo-
cally deal with non-commercial use [15].

Another urgent issue is the absence of the possibility of the
compulsory licensing of trade secrets (know-hows) which is
enshrined in law [7]. And in practice, quite frequently the true
value of the innovation consists in the know-hows that accom-
pany the patent, rather than in the patent itself. In this case com-
pulsory licensing may hardly help. Thus, in the context of the
pandemic we consider it appropriate to introduce compulsory
licenses not only with respect to patents on inventions and utility
models, but also on industrial samples and trade secrets that are
immediately related to diagnosing and treating Covid-19.

Conclusions. Thus, from our perspective, the mechanism of
compulsory licensing, provided it is consistent with the require-
ments of the TRIPS Agreement, has far more advantages than
disadvantages. Admittedly, in the context of the pandemic the
feasibility of its use should not be questioned at all. Due to the
fact that Ukraine has not yet utilized all the opportunities of
TRIPS Flexibilites, we suggest the following changes be intro-
duced in the current legislation, particularly:

1. To establish a specific period within which the patent owner
must provide a response on the matter of the consent / refusal to /
from licensing. Under exceptional conditions this period should
not exceed 10-15 days (under normal conditions it is also rea-
sonable to set a deadline for the response — 30 days).

2. If the Cabinet of Ministers of Ukraine grants permission
to use a patented invention (a utility model) relating to a me-
dicinal product, such a decision should be made under pandemic
conditions immediately (and it is wise here to employ Canada’s
example [19]).
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3. To expand the possibilities of compulsory licensing in the
context of the pandemic with respect to industrial samples and
trade secrets that are directly connected to diagnosing and treat-
ing COVID-19.
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SUMMARY

COMPULSORY LICENSING IN CONTEXT OF THE CO-
VID-19 PANDEMIC AS A TOOL FOR ENSURING THE
BALANCE BETWEEN RIGHTS-HOLDERS’ AND SOCI-
ETY’S INTERESTS

Chepys O.
Uzhhorod National University, Ukraine

The aim of the paper is to analyze the mechanism of com-
pulsory licensing of medicines in the context of the COVID-19
pandemic.

The methodological basis of the study encompasses the gen-
eral and special methods of scientific inquiry (formal logical
method, comparative law, structural-logical method, analysis
and synthesis methods). The ways and possibilities of balancing
the interests of rights-holders and society’s interests (in particu-
lar patients’ interests) have been studied. It is highlighted that
compulsory licensing must be employed exclusively in view of
the principle of proportionality, since any restrictions on human
rights, including patent rights, must comply with the legislation
in force and be proportionate to the potential threat. Comprehen-
sive attention is paid to the interests of right holders (in our case,
medicines manufacturers), their protection as well as the ways
they abuse their patent rights. It is underlined that access to med-
icines and treatment is a prerequisite for the realization of the
right to health and, consequently, is of social interest. However,
in Ukraine today we face a situation in which the percentage of
medicines purchased at patients’ own expense is 88.2%. Such
low medicines coverage on the part of the state is not charac-
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teristic of any European country. Compulsory licensing legisla-
tion, in particular, key international documents in this field, were
thoroughly studied. The features of compulsory licensing have
been formulated. The general trends regarding the use of this
mechanism in the contemporary world have been determined.
Based on the study, an evaluation of the effectiveness of compul-
sory licensing as a tool in the fight against abuse of patent rights
is provided. There have been produced suggestions regarding
amendments to the current legislation of Ukraine aiming to in-
crease the effectiveness of compulsory licensing of medicines
in general and under pandemic conditions in particular. First of
all, it is an expansion of the sphere of compulsory licensing with
respect to such intellectual property objects as industrial sam-
ples and trade secrets (know-hows). It is also suggested that the
procedure for issuing compulsory licenses be expedited by the
government’s decision under pandemic or epidemic conditions.

Keywords: compulsory licensing, interests, proportionality,
balance, rights abuse, pandemic.

PE3IOME

HNPUHYJIUTEJIBHOE JIMIEH3UPOBAHUE B YCJIO-
BUsIX TAHAEMUHN COVID-19 KAK MHCTPYMEHT
OBECIIEYEHUSI BAJIAHCA UHTEPECOB ITPABO-
OBJIAJIATEJIEN U OBIIIECTBA

Yenuc O.U.

Tocyoapcmeennoe svicuiee yuebHoe 3asedenue « Yaceopoockuil
HAyuoOHaNbHLII YHUSepcumemy, Yxpauna

Ienbro Mccaea0BaHUs SIBIJICS aHAN3 MEXaHH3Ma TPUHYIN-
TEJIbHOI'O JIMLICH3UPOBAHUS JICKAPCTBEHHBIX CPEACTB B YCIIOBU-
sx nangemun COVID-19.

MeTo10/10rH4ecKoil  OCHOBOM  MPOBEACHHOIO HCCIIe0Ba-
HUA ABIISIIOTCS OGIJ.[I/IC H CIIeUaJIbHBIC METOAbI Hay‘lHOFO I10-
3HaHUS - (HOPMAJILHO-JIOTHYECKHU, CPaBHUTEIBHO-IIPABOBOIA,
CTPYKTYpPHO-JIOTHYECKHUIl, METO/bI aHa/3a U cuHTe3a. ccie-
JIOBaHBI ITyTH U BO3MOXKHOCTH COOJTIOZICH s OajlaHCa HHTEPECOB
npaBooOaaaresnel u 001IecTBa, B YaCTHOCTH nanueHToB. [loa-
YEPKUBACTCs, YTO NPUMEHCHHUE l'lpl/lHleI/lTeJ'leOFO JIMOEH3UPO-
BAHUsI CJIEAYET OCYIIECTBISATh UCKIIOUMTEILHO CKBO3b NPU3MY
HPHUHIMIIA TIPONOPIHNOHATBHOCTH, MOCKOIBbKY JIIOObIE OrpaHu-
YCHHUSA MpaB YC€JIOBCKA, B T.Y. IIATCHTHBLIX IIpaB, JOJKHbBI OTBE-
4aTh JICHCTBYIOLIEMY 3aKOHOAATENIBCTBY M OBITH HPOMOPIHO-
HaJIbHBIMM IIOTCHIMAIBHOM yrpo3se.

BcecroponHee BHMMaHHE YIAEJICHO HMHTEpecaM IMpaBooo-
najzareneil (B HalleM Cilyyae IPOU3BOIUTENN JIEKAPCTBEHHBIX
CPEICTB), UX 3aIUTE, & TAKKE CII0CO0aM 3JI0yOTPeOICHHS MU
CBOMMMU IMaTCHTHBIMU IIPpaBaMu. HonqepKMBaeTca, 4YTO JOCTYIl K
JICKapCTBaM M JICUCHUIO SABJIACTCA HeO6XO}11/IMl>IM YCJIOBUEM JJIsA
peanu3aiuy mpasa Ha 3710pOBbE, CIEIOBATEIBHO MPEACTABISICT
oOecTBeHHbIH nHTEpec. OHako, B YKpauHe Ha CErOAHSIIHHMA
JICHb CJIOKHJIACh CUTYAIHs, IIPH KOTOPOi MPOIICHT JICKAPCTBCH-
HBIX CPEJICTB, MPUOOPETEHHBIX 32 CUET ITal[MEHTOB, COCTABIISIET
88,2%. Takoro HU3KOTO MOKPBITHS JIEKAPCTB CO CTOPOHBI I'OCY-
JlapCTBa HET HU B OAHOM FOCy}lapCTBe EBpOHbI.

IIpoBeneHO KOMITJIEKCHOE HCCICIOBAHHE 3aKOHOAATEIhCTBA
B C(bepe l'lpHHyjll/lTe.]'leOFO JIMOCH3UPOBAHKA, B 4YaCTHOCTH
KJTIOUEBBIX MEXKIYHAPOIHBIX JOKYMEHTOB B 9T0i cepe. Chop-
MyJ'll/IpoBaHbI IIPU3HAKHU l'lpPIHyjll/lTe.]'leOFO JIMOCH3UPOBAHNA.
OrnpenenieHbl 00IIKME TEHACHIMHA OTHOCUTENILHO TPUMEHEHHS
JIJAHHOI'0 ME€XaHu3Ma B COBPEMEHHOM MUPE. Ha OCHOBAaHHH IIPO-
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BEJICHHOTO HCCIICIOBAHMUS MPEIOCTaBIeHa OleHKa 3()(PEeKTHB-
HOCTU TIPUHYAUTCIBHOI'O JIMLICH3UPOBAHUS KaK MHCTPYMEH-
Ta B O0pbh0Oe co 3/10yrnoTpeOICHUEM MAaTeHTHBIMHU IIPaBaMHU.
CdhopmynnpoBaHbl NPEAIOKEHUSI OTHOCHTEIBHO BHECCHHS
U3MEHEHUH B JAeHCTBYylOIIEe 3aKOHOAATEIbCTBO YKPAUHBI
C LeNbl0 MOBBIIEHUS d()(OEKTUBHOCTH HPUHYAUTEIBHOTO
JIMLUCH3UPOBaHUA JIEKAPCTBEHHBIX CPCIACTB B LIEJIOM U B yC-
JOBUSX TaHAEMUHU, B YacTHOCTU. B mepBylo ouepenb, 3TO
paciupesue chepbl NPUHYIUTEIHHOTO JTUIICH3UPOBAHUS OT-
HOCHTEJIBHO TaKMX OOBEKTOB MHTEIJICKTYyaJIbHOW COOCTBEH-
HOCTH, KaK IPOMBIIUICHHbIE 00pa3ibl U KOMMEPYECKHE Taii-
HBbI (HOy-xay). IIpemiaraeTcs yckopeHue poueaypsl BbLAaYH
NMPUHYAUTEIIbHBIX .]'IHL(eH3Hﬁ 0 PCUICHUIO NPABUTECIIBCTBA B
YCIIOBUAX NAHACMHUHN HUJIU STTUAEMUNA.
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PERINATAL CARE INDICATORS IN ALMATY, KAZAKHSTAN FOR 2013-2017:
A CROSS-SECTIONAL STUDY

'Kalibekova G., Rakhypbekov T., 'Nurbakyt A., *Semenova Y., 'Glushkova N.

'Kazakhstan Medical University “Higher School of Public Health”; *Astana Medical University;
iSemey Medical University, the Republic of Kazakhstan

Maternity and child health is of public health significance
both for short-term perspectives of social development and for
future well-being of any world country. Child health is directly
dependent on mother health, her physical and moral readiness
for motherhood. Therefore, being an important component of
health care, childhood and motherhood protection is the major
task for state policy as it is of particular importance for shaping
the nation’s health. Reduction of maternal and child mortality
and morbidity is largely predetermined by adequate and timely
diagnosis, optimal choice of preventive measures and proper
management of pregnancy and childbirth complications. Over
the last decade, much attention has been paid to optimizing the
work of obstetric facilities. Availability of quality obstetric care
guaranteed by the state is crucial for solving the problem of safe
motherhood [1].

Provision of medical care to women and children is the pri-
ority health policy in Kazakhstan. The reduction of maternity
and infant mortality observed in Kazakhstan over past decade
became possible due to implementation of systemic approach.
Certain measures are taken already at the level of primary
health care (PHC) to improve the reproductive health of fer-
tile women, to enable early identification of gynecological
disease, and to provide dispensary observation for optimal
disease management [2]. Health care facilities provide medi-
cal care for pregnant and non-pregnant women, women in
labor and parturient women of all age groups within the guar-
anteed range of free medical care (GRFMC). The drug supply
within GRFMC to the above described patient categories is
carried-out on the basis of drug formularies. Besides, inter-
national perinatal technologies have been broadly introduced
and diagnostic and treatment protocols are being constantly
updated to fit the international standards [3].

Active observation and follow-up are utilized in Kazakhstan
to monitor the health state of pregnant women. Monitoring dur-
ing the course of pregnancy lays in the basis of timely detection
of deviations from normality and is important for provision of
adequate therapy at out-hospital or in-hospital levels [4]. The
results of pregnancy monitoring and laboratory test data are
kept in patient files and are supplied to the maternity hospital
in shortened version at the time of women’s hospitalization. In-
formation related to the period of hospital stay, the course and
© GMN

outcomes of childbirth is also reflected in patient files, which
are sent back to the attending out-patient doctor at the time of
woman’s discharge. Over the entire observation period, each
pregnant woman undergoes to examination by a dentist, a thera-
pist, as well as by an endocrinologist and an ophthalmologist, if
indicated [5]. The Ministry of Health also envisaged a range of
measures to strengthen child health. These include provision of
early identification, timely treatment and rehabilitation to chil-
dren of all ages, including children with disabilities in order to
reduce their handicap [6].

Still, the data on epidemiological indicators of perinatal care
in Kazakhstan are rather limited. Clear and exhaustive analysis
of child and maternal health data coming from such megalopolis
as Almaty, could serve for better understanding of a progress
achieved by the national programs designed for strengthening of
health care system [7]. Thus, this study was aimed at assessment
of perinatal care indicators in Almaty, Kazakhstan Republic,
over the period from 2013 to 2017.

Material and methods. This study followed a cross-sectional
analytical design. The data on demographic characteristics of
study population were obtained from online platform designed
and maintained by the Republican Center for Health Develop-
ment (http://www.rcrz.kz/index.php/en/). Information on peri-
natal health was accessed through the analysis of official statisti-
cal data for a five-year period (from 2013 to 2017). This analysis
was carried-out on the basis of statistical reporting form No. 32,
approved by the Order of the Ministry of Health of the Republic
of Kazakhstan No. 128 (dated March 6, 2013). This is the of-
ficial form of statistical reporting in the Republic of Kazakhstan,
which is filled by all facilities providing perinatal care.

We relied on the standard statistical formulas to calculate epi-
demiological indicators (Table 1).

The qualitative data were presented as absolute values and
their percentage equivalents. All statistical tests were per-
formed in SPSS software, Version 17.0 (Chicago, IL, USA)
for Windows.

Results and discussion. On average, 42,893 pregnancies
are registered annually in Almaty, of which 97% end in child-
birth, and 3% end in abortion. Over 2013-2017 a trend to-
wards a gradual slight increase in the number of pregnancies
was observed (+ 1.9%).
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